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CUPA and/or State Bernd Schleicher, Haz Materials Management Specialist
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(951) 493-9634
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Report Date: October 30, 2012
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by:

_________________________

Clint Seiter



Watson Pharmaceuticals
CAR000148825/CAD98I 631922/
CAD1069314881CAD983665944

A. Introduction

On August 29, 2012 representatives of the U.S. Environmental Protection Agency (EPA) and the
Riverside County Department of Environmental Health conducted an unannounced hazardous
waste management compliance evaluation inspection (CEI) of the Watson Pharmaceuticals
facilities (Watson or the facility) located in Corona, CA. The purpose of the inspection was to
determine Watson’s compliance with applicable federal environmental statutes and regulations,
and in particular, the Resource Conservation and Recovery Act (RCRA), as amended, the
regulations provided in the Code of Federal Regulations (CFR), Chapter 40, Parts 261-265, 268,
273, and 279, and the California Code of Regulations (CCR), Title 22, Division 4.5 and the
California Health and Safety Code, Division 20.

Facility Background

www.watson.com
- The Corona Watson Pharmaceutical has been in operation as a

• manufacturing facility since April, 2011
Approximately 900 workers are employed in all the combined

-
., :.,: Watson facilities

____

oi 8 a.m. to 5:00 p.m., Monday through Friday.
Longitude: 33.883353 Latitude: -117.59853

• .•

Watson Pharmaceuticals, Inc. is a global phannaceutical company
engaged in the development, manufacturing, marketing, sale and

•
•••• disbution of generic, brand and biologic pharmaceutical products.

• . ..

Watson Pharmaceuticals in Corona, CA consists of five buildings
which, although not “contiguous” are located close to each other.
With the exception of Building 3, which is a former warehouse,
each building generates hazardous wastes and has its own

Pa
•

. : individual EPA identification numberBuilding 1 primarily
- manufactures hydrocodone, a generic pain reliever. Medication for

mood disorders and diabetes are also manufactured in this building.
Building 2 is used primarily to manufacture oral contraceptives.
Building 4 was originally a research and development lab, but now
is primarily a warehouse and office space. There is still a small
laboratory on the premises which develops quality control methods
to be used in other labs. Building 5 is used primarily as a
warehouse and packaging operation.

I
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

REG ION IX
75 Hawthorne Street

San Francisco, CA 94105-3901
November 26 2)12

In reply. rcir to WST-3

v1r. Ioiy SCrLIdULO
Manager. EH&S
\Vitsor Pliarmaceulicals
311 Bonnie Circle
Corona. CA 9288()

Re: Warning l.cttcr and Certihcation ci Violation (‘oriceticit ftt WLIISUI1 Pharmaceuticals

Dear Mr. Scrudato: -

On A.igtist 29. 2012. a hazardous waste invesIit.ation was conducted by represenlatives of
the Ijuited States Er.vironmetital Protection Aaencv (il’A’). accompanied b representatives
ironi the Riverside County Department. ci Environmental I Icuith at Watson PharmaceuticaLs.
located at 311 Boariie Circle. (‘orona. CA. EPA ldcnmilicatkin Numbers C’At)I 06931488/
c’AD983t65944!c’ARooo I 4#825/CA[)98 631922. During the COUtSC of this investigation.
infermnation was gathered in accordance with Section 3007 of the Resource Conservation and
Recovery Act (RCRA’). u amended j42 U.S.C. 69271. A copy of the investigation report is
cnc:osed for your informamion. The report dcscrihcs conditions at the facility at lic time ci’ the
investigation, and identi lies areas of norcompliuiice (corrected during the inspeetioni with
RCRA regulations and a potc:itial violation ci’ the (ahiIbinia authuriLcd wogra:n under RC Ri
Subtitle C. Any omissions in the report shall not ic construed as a determination of compliance
with all upplicubic regulations.

EPA ro tine]v 1woidcs enp!es of investigatioa reports to state agencies. and upon
request. to the public Such releases are handled according to the Vreedom ollnibrmation Act
regulations j40 CFR Part 2. Ii you believe this report contains privileged or conlidcnttal
nthrmation. you may make a Jaiin within ihurtecil (14) calendar days floni the date ol’receipt o’
this letter. EPA will consirlic your Ilillure to Lirnish a timely claim as a waiver of the
eontidentialitv claim.

By copy ci’ this letter. U.S. EPA is provicIin the Stale ol (Thu Ibrnia with iiotice otihe
referenced vilu(ions tm[Suhtitlc (‘ oI’RCRA and the California hazardous waste program. t;.s.
PA is also providing the Slate with notice that it intends to take no further enforcement action
‘or the violations noted. ‘l’he State ol’ (‘all Ibrnia IIILIV IlOti I i 1.5. IJA outs intern 10 assume or
decline responsibility to take llni[icr tICLIOn to address ih referenced violations.

Wutson Pharmaceuticals should coitinuc to take the necessary steps to mailicain and
ensure compliance with all applicable Federal. State and local environmental rctimiireintnt II



you have questions related to technical aspects of the investigation report or this letter, please
contact Clint Seiter at (415) 972-3298 or email him at seiter.clint@epa.gov.

Sin ly,

J Schofield, ng Manager
CRA Enforcement Office

Enclosure

cc:KGrcenDTSC
Bernd Schleicher, Riverside County Department ofEnvironmental Health
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A. Introduction

Watson Pharmaceuticals
CAR0001485251(’AD98 1631922/
CAD1069314881CAD9836&5944

On August 29, 2012 representatives of the U.S. Environmental Protection Agency (EPA) and the
Riverside County Department of Environmental Health conducted an unannounced hazardous
waste management compliance evaluation inspection (CEI) of the Watson Pharmaceuticals
facilities (Watson or the facility) located in Corona, CA. The purpose of the inspection was to
determine Watson’s compliance with applicable federal environmental statutes and regulations,
and in particular, the Resource Conservation and Recovery Act (RCRA), as amended, the
regulations provided in the Code of Federal Regulations (CFR), Chapter 40, Parts 261-265, 268,
273, and 279, and the California Code of Regulations (CCR), Title 22, Division 4.5 and the
California Health and Safety Code, Division 20.

Facility Background

Company Web-Site www.watson.com
The Corona Watson Pharmaceutical has been in operation as ae is ory manufacturing facility since April, 2011

Number of Approximately 900 workers are employed in all the combined
Employees Watson facilities
flours of Qperaion 8a.m. to 5:00 p.m., Monday through Friday.
Latitude/Longitude Longitude 33883353 Latitude -11759853

. Watson Pharmaceuticals, Inc. is a global pharmaceutical company
engaged in the development, manufacturing, marketing, sale and
distribution of generic, brand and biologic pharmaceutical products.

Watson Pharmaceuticals in Corona, CA consists of five buildings
which, although not “contiguous” are located close to each other.
With the exception of Building 3, which is a former warehouse,
each building generates hazardous wastes and has its own

Facility Operations individual EPA identification numberBuilding I primarily
manufactures hydrocodone, a generic pain reliever. Medication for
mood disorders and diabetes are also manufactured in this building.
Building 2 is used primarily to manufacture oral contraceptives.
Building 4 was originally a research and development lab, but now
is primarily a warehouse and office space. There is still a small
laboratory on the premises which develops quality control methods
to be used in other labs. Building 5 is used primarily as a

___ warehouse and packaging operation.

-

1



Watson Pharmaceuticals
CAR00014882S (AD’8163t922/
CAD10693 1488/(’AI)983665944

Per Building l’s 2011 Biennial Report, the CAD10693 1488 licility
generates the following hazardous wastes:

Hazardous Waste Name Hazardous Waste Code
Cleaning solvent waste D0O1/D0351D039/F002/

0O3/CA343
Fligh-performance liquid chromatography )OO 1 /F003/CA2 12
(PLç)als *

Paper, rags and debris containing )O01/F003/CA214

Solvent contamins — DUO 1/CA2 12

Due to the fact that the other three facilities are small quantity
generators, these facilities are not required to submit Biennial
Reports. Per the California Department of Toxic Substances
(DTSC) database, the facilities generate the following hazardous
wastes:
- Building 2: ignitable solvents (DOO1)/non-halogenated solvents

(F003); organic liquid mixture (CA343); pharmaceutical waste
(CA3 11)/oxygenated solvents (CA2 12);

- Building 4: ignitable solents (DOO 1)/pharmaceutical wastes
(CA3 1 1)/off-spec, aged or surplus inorganics (CA 141);

- Building 5: non-halogenated solvents (F003)/ignitable solvents
(DO0 1)/oxygenated solvents (CA212)/phannaceutical waste
(CA31 1).

2

RCRA and Non
RCRA Hazardous
Wastes Streams

Building 1 (CAD 10693 1488) is a large quantity generator, and the
., other three buildings that generate hazardous wastesGenerator Status (CAD983665944, CAR000 148825, CAD98 1631922) are small

quantity generators.
Per EPA’s inspection/enforcement database, Building I

. (CAD10693 1488) was last inspected by DTSC on February 28,Compliance History 1993. No violations were noted. The database shows no record of
the other three buildings being previously inspected.

SICINAICS Codes SIC: 2834 NAIC:325412



Watson Pharmaceuticals
CAROOO14825 CAD981631922/
C’AD 106931488 CADQS3&63944

B. On-Site Inspection

The following areas were inspected: the Building 1 R&D Lab, with its satellite accumulation
area; the Hydro Testing Lab, with its: high performance liquid chromatography (HPLC) and
accompanying satellite accumulation areas; and the Universal Waste Storage Area. In all these
areas, all hazardous waste containers were correctly labeled, closed and in good condition.

1. Building 1 (CAD106931488): Waste Accumulation Area (less than 90 day hazardous
waste accumulation area)

This area consists of two lockers. All employees with access to the locker interiors are required
to carry cell phones. An Ansul system protects the area against fire. There was a total of four
55gallon containers and a shelf of lab packs. All containers were closed, labeled properly and in
good condition.

2. Building 4 (CAD983665944)

Observation

Technical Services Lab: one 55-
gallon satellite accumulation drum
containing discarded lab vials was
unlabeled (corrected)

3



Watson Pharmaceuticals
CAR000 148825/(A1)98 1631922/
(‘AD 10693 1488’tAD983665944

Observnt(o Pbotorapb

Technical Services Lab: second
unlabeled 55-gallon satellite
container (corrected)

Unlabeled 55-gallon drum! same drum now labeled

I
Hi Z A F I

Research axid Development Lab: the AUE Ot1lL
label of one 1-gallon satellite
accumulation container lacked an
accumulation start date (corrected).

Satellite accumulation container w/o accumulation
start date

I 4*g

4



C. Record Review

Watson Pharmaceuticals
CAR0001488251CAD981 631922/
CAD106931488/CAD983665944

Record Year(s)
Manifests 2010-2012 Reviewed
Land Disposal Restriction
, ,, . . 2010-20.12 Reviewed( LDR ) Notifications

Biennial Report (for
CAD106931488, the only 2011 Reviewed
LQG)
Contingency Plan (Business

Current ReviewedPlan)
Inspection checklists Current Reviewed
Training Records and

. Current ReviewedDocumentation

5
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Photograph Log for EPA’s August 29,2012 Watson Pharmaceuticals RCRA
Inspection

Allphotagraphs on this log were taken with a digital camera by Jelani Shareeni, RCRA
Enforcement Office, EPA Region ix: Please note that each photograph number begins
with “P8290” and that the photograph log starts withphotograph number 384.

384. Door to manufacturing area

385. R&D lab: hazardous waste locker in SAA-l-005

386 SAA-l-005 sign

387 SAA-l-005 locker interior

388 SAA-1-005 locker interior, top shelf

389. SAA-l-005 drum label close-up

390. SAA-l-005 drum label close-up

391. SAA-l-005 weekly inspection log

392. Hydro testing lab, “HPLC WASTE” label

393. High-performance liquid chromatography (FIPLC) waste container

394. HPLC label

395. SSA-1-00l satellite accumulation area sign

396. SSA- 1-001 satellite accumulation container

397 SSA-l-001 satellite au.urnu1ation container, label close-up

398. Satellite accumulation area list of procedures

399. SSA-l-002 satellite accumulation area sign

400. SSA-1-002 satellite accumulation container

401. SSA-l-002 satellite accumulation container, label close-up

402. Cart with hazardous waste containers from labs



403. Hazardous waste storage area (HWSA) locker

404. HWSA locker

405. Four hazardous waste containers in locker

406. Label close-up

407. Label close-up

408. Label close-up

409. Label close-up

410. Shelves of hazardous waste containers pulled from labs

411. Label close-up

412. Label close-up

413. Label close-up

414. Label close-up

415. Label close-up

416. Label close-up

417. Universal waste storage area label

418. Universal waste storage area

419. Universal wastes

420. Alarm system

421. HWSA waste locker #2

422. One 55-gallon drum of hazardous waste in locker

423. Label close-up

424. HWSA #2 weekly inspection log

425. Building 2 warehouse satellite accumulation area locker (SAA-2-003)



4

426. SAA-2-003 label close-up

427. 55-gallon satellite accumulation container in locker

428. Drum label close-up

429. Building 4 HWSA locker (no containers inside)

430. Photo error

431 Unlabeled satellite accumulation container in technical services lab

432. Container with new label

433. Label close-up

434. Label for SAA-4-002 satellite accumulation area

435. Unlabeled satellite accumulation container in technical services lab

436 Cabinet interior

437. Container with new label

438. Label for SAA-4-0Ol satellite accumulation area

439. Lab satellite accumulation container labeled, but without accumulation start date

440. Label close-up

441. Cart of inventoried chemicals awaiting a waste determinatin

442. Building 5 hazardous waste storage locker

443 1-lazardous waste wntainer in storage locker

444. Label close-up
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OMB# 2050-0024; Expires 12/31/2014
copy

SEND
COMPLETED
FORM TO: United States Environmental Protection Agency a.The Appropriate RCRA SUBTITLE C SITE IDENTIFICATION FORMState or Regional

V.

Office. -

. V

1. Reason for Reason for Submittal:
Submittal [1 To provide an Initial Notification (first time submitting site identification information / to obtain an EPA ID number

for this location)
MARK ALL D To provide a Subsequent Notification (to update site identification information for this location)

BOX(ES) THAT D As acomponent of a First RCRA Hazardous Waste Part A Permit ApplicationAPPLY
D As a component of a Revised RCRA Hazardous Waste Part A Permit Application (Amendment #__________

, 1 As a component of the Hazardous Waste Report (If marked, see sub-bullet below)

Site was a TSD facility and/or generator of1 .000 kg of hazardous waste, >1 kg of acute hazardous waste, or
>100 kg of acute hazardous waste spill cleanup in one or more months of the report year (or State equivalent
LQG regulations)

2. Site EPA ID
EPAIDNumber kIA.! II’ II3III I$Il? I’(H-INumber

3. Site Name Name:
r:S’

4. Site Location Street Address: J’ 7o,..j,Jz
Information I

City, Town, or Village: (,..4.. Icounty: 15(DC

.
V State:cco.,e.,. ‘4- Country: r1$,I-. Zip Code: $‘ Q O

5. Site Land Type Private County District 1Federa? lTribal [=1 MunIcipal State LiOther

. NAICS Code(s) A. ELf I 11 T I I 0 .1 I C. I I Ifor the Site
(at least 5-digit

B. I I I I I I.I I D. [I I I Icodes)

7. Site Mailing Street or P.O. Box: 311 Zb,.i(,if,
Address

V City, Town, or Village:
V

State: Icountry: -‘S•14 ZIP Code:
V

8. Site Contact First Name: Ml: V Last: !&2.9..4-7
V

Person
Title: 4f.4-6C.t-.

Street or P.O. Box: ?(

V

City, Town or Village: .i.’A

State: 4tjL.AJt4 ICountry; }s.4 IZIP Code: c-2’O

Email: ,4t)77(e.JC?. SOA 4jJ

‘Fax:Phone: ?9J’ 1Ext.:

9. Legal Owner A. Name of Site’s Legal Owner: (,J4r:ro •
IDate Became

c-jowner / - “ ‘“
and Operator
of the Site )wner Type: Private i:i County [1 District [] Federal Li Tribal LiMunicipal C] State Li Other

Street or P.O. Box: 7’ ‘OAt&(€ tZ

City, Town, or Village: ij4 Phone: 57— C/9f.__Fj’Oc)

State: Country: c1s-f Zip Code: 7?PfO
Date BecameB. Name of Site’s Operator ,I6t 7f4C -— Operator: / /.

Operator
Type: Private County Li District Federal JTribal Municipal LiState jlOther
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